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ANNUAL BURDEN ESTIMATES

Total Annual Number of Average Annual
Instrument number of number of responses per | burden hours burden hours
respondents respondents respondent per response
Adult Interview GUIdE .......ccooeiiiiiiiiicieeeee e 45 15 1 1.5 23
Adolescent Interview GUIde .........c.ceevieiiiiiniiiiicieeeeeee 20 7 1 .875 6
Child Interview GUIAE ........coceeiiiiiiiiiieiie e 30 10 1 .50 5
Phone Screener for Prospective Families ..........c.cccocceeieeee 120 40 1 .50 20

Estimated Total Annual Burden
Hours: 54.

Additional Information: Copies of the
proposed collection may be obtained by
writing to the Administration for
Children and Families, Office of
Planning, Research and Evaluation, 330
C Street SW, Washington, DC 20201,
Attn: OPRE Reports Clearance Officer.
All requests should be identified by the
title of the information collection. Email
address: OPREinfocollection@
acf.hhs.gov.

OMB Comment: OMB is required to
make a decision concerning the
collection of information between 30
and 60 days after publication of this
document in the Federal Register.
Therefore, a comment is best assured of
having its full effect if OMB receives it
within 30 days of publication. Written
comments and recommendations for the
proposed information collection should
be sent directly to the following: Office
of Management and Budget, Paperwork
Reduction Project, Email: OIRA
SUBMISSION@OMB.EOP.GOV, Attn:
Desk Officer for the Administration for
Children and Families.

Mary B. Jones,

ACF/OPRE Certifying Officer.

[FR Doc. 2018-15830 Filed 7—-24-18; 8:45 am]
BILLING CODE 4184-09-P

System (P&A) on September 17-21,
2018.

AIDD is soliciting comments from
interested parties on your experiences
with the work, program, and strategies
employed by P&A and SDCC in meeting
the needs of individuals with
developmental disabilities and their
families in Puerto Rico. You are
encouraged to share your experiences by
way of any of the following methods:

Email: Clare.huerta@acl.hhs.gov.

Telephone: 202-795-7301.

Mail Comments To: Clare Huerta,
Program Specialist, Administration on
Intellectual and Developmental
Disabilities, Administration for
Community Living, 330 C Street SW, 1st
Floor, Washington, DC 20201.

Comments should be received by
September 10, 2018 in order to be
included in the final report.

FOR FURTHER INFORMATION CONTACT:
Clare Barnett Huerta, Administration for
Community Living, Administration on
Intellectual and Developmental
Disabilities, Office of Program Support,
330 C Street SW, 1st Floor, Washington,
DC 20201, 202—-795-7301.

Dated: July 12, 2018.
Mary Lazare,
Principal Deputy Administrator.
[FR Doc. 2018-15905 Filed 7—24-18; 8:45 am]
BILLING CODE 4154-01-P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Administration for Community Living;
Notice of Federal Review of the Puerto
Rico State Council on Developmental
Disabilities (SCDD) and the Protection
and Advocacy System (P&A)

AGENCY: Administration for Community
Living, HHS.

ACTION: Notice.

SUMMARY: Representatives of the
Administration on Intellectual and
Developmental Disabilities (AIDD),
Administration for Community Living
(ACL), will be conducting a federal
review of the Puerto Rico State Council
on Developmental Disabilities (SCDD)
and the Protection and Advocacy

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Administration for Community Living

Agency Information Collection
Activities; Submission for OMB
Review; Public Comment Request;
New Data Collection; National Center
on Law and Elder Rights (NCLER)

AGENCY: Administration for Community
Living (ACL), HHS.
ACTION: Notice.

SUMMARY: The Administration for
Community Living is announcing that
the proposed collection of information
listed above has been submitted to the
Office of Management and Budget
(OMB) for review and clearance as
required under section 506(c)(2)(A) of

the Paperwork Reduction Act of 1995.
This 30-Day notice collects comments
on the information collection
requirements related to ACL’s National
Center on Law and Elder Rights.

DATES: Submit written comments on the
collection of information by August 24,
2018.

ADDRESSES: Submit written comments
on the collection of information by:

(a) Email to: OIRA_submission@
omb.eop.gov, Attn: OMB Desk Officer
for ACL;

(b) fax to 202.395.5806, Attn: OMB
Desk Officer for ACL; or

(c) by mail to the Office of
Information and Regulatory Affairs,
OMB, New Executive Office Bldg., 725
17th St. NW, Rm. 10235, Washington,
DC 20503, Attn: OMB Desk Officer for
ACL.

FOR FURTHER INFORMATION CONTACT:
Omar Valverde at omar.valverde@
acl.hhs.gov or 202-795-7460.
SUPPLEMENTARY INFORMATION: Under the
PRA (44 U.S.C. 3501-3520), Federal
agencies must obtain approval from the
Office of Management and Budget
(OMB) for each collection of
information they conduct or sponsor.
The proposed collection of information
represents new information requested
from aging/disability networks to fulfill
requirements regarding the provision of
services and overall performance of ACL
legal assistance programs.

ACL contracts with a national legal
assistance resource center, the National
Center on Law and Elder Rights, to
provide the required services. Through
the contract, ACL provides aging,
disability, and related legal
professionals with training, case
consultations and technical assistance
for demonstration projects regarding
contractually identified priority legal
topics.

The purpose of the information
requested is for ACL to ensure that the
resource center creates and prioritizes
the training, case consultations and
technical assistance resources it was
contracted to provide and to ensure that
the center targets the contractually
designated aging network practitioners
about priority subject matters. This
approach enables ACL to make data-
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informed decisions about the
deployment of its resource center assets.
These data are necessary for ACL to
evaluate contractual compliance with
established performance indicators.
These metrics include quantifiable
increases in uptake by stakeholders of
training, case consultation and technical
assistance, and measures of satisfaction
with and perceived benefit from these
services. For example, the metrics
measure successful problem resolution
as a result of the services provided and
quantifiable data on fulfillment of
requests for training, technical
assistance, and consultation related to
the contractually designated legal and
systems development topic areas.

The information requested by ACL
from legal and aging/disability
professionals falls into the following
areas: (1) Requests for training, case
consultation, and technical assistance
through an online, secure Uniform
Resource Support Request Tool; (2)
general requests for Legal Training
(including the volume of Webinar
registrations); (3) Case Consultation and
Technical Assistance; and (4)
information about satisfaction and use
of the services and support received in
order to enable ACL to measure
performance outcomes.

Comments in Response to the 60-Day
Federal Register Notice

As required by 5 CFR 1320.8(d), a 60-
day notice was published in the Federal

Register on December 5, 2017 (Volume
82, Number 232, pp. 57458-57460). One
email was received expressing support
for the data collection as proposed. No
modifications were made to the
proposed data collection elements and
associated data collection instruments.

Estimated Annualized Burden Hours

The total estimated burden is 460.78
hours per year for individuals
requesting and/or receiving resource
support through NCLER. This figure is
based on ACL field testing of 8
providers working within aging/
disability/legal networks who measured
the time required to fully submit
information by answering the required
questions using standardized forms:

: . Number of Minutes per Annual burden

Respondent/data collection activity respondents response hours
Resource SUPPOrt REQUESES ....ccciiiie i ee ettt e e e e st e e e snne e e e nneeennnes 80 | 1 min 54 sec ..... 2.53
Legal Training, Case Consultation, Technical Assistance Requests . 14,000 | 1 min 42 sec ..... 397
OUICOME MEASUIEIMENT ...ttt et b e b st s e e ae e e bt e st e e nbeenabeenaeeeane 3,500 | 1 min 3 sec ....... 61.25
I €= SR TRRPPPRP PR 17,580 | 4 min 39 sec ..... 460.78

Dated: July 12, 2018.
Mary Lazare,
Principal Deputy Administrator.
[FR Doc. 2018-15906 Filed 7-24-18; 8:45 am]
BILLING CODE 4154-01-P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration
[Docket No. FDA-2018-N-2544]

Use of Liquids and/or Soft Foods as
Vehicles for Drug Administration:
General Considerations for Selection
and In Vitro Methods for Product
Quality Assessments; Draft Guidance
for Industry; Availability

AGENCY: Food and Drug Administration,
HHS.

ACTION: Notice of availability.

SUMMARY: The Food and Drug
Administration (FDA or Agency) is
announcing the availability of a draft
guidance for industry entitled “Use of
Liquids and/or Soft Foods as Vehicles
for Drug Administration: General
Considerations for Selection and In
Vitro Methods for Product Quality
Assessments.” This draft guidance
applies to orally administered drug
products and provides
recommendations to sponsors who will
use or recommend use of liquids and/
or soft foods as vehicles for drug
administration in investigational new

drug applications (INDs), new drug
applications (NDAs), Biologics License
Applications (BLAs), as applicable, and
in supplements to these applications.

DATES: Submit either electronic or
written comments on the draft guidance
by September 24, 2018 to ensure that
the Agency considers your comment on
this draft guidance before it begins work
on the final version of the guidance.

ADDRESSES: You may submit comments
on any guidance at any time as follows:

Electronic Submissions

Submit electronic comments in the
following way:

e Federal eRulemaking Portal:
https://www.regulations.gov. Follow the
instructions for submitting comments.
Comments submitted electronically,
including attachments, to https://
www.regulations.gov will be posted to
the docket unchanged. Because your
comment will be made public, you are
solely responsible for ensuring that your
comment does not include any
confidential information that you or a
third party may not wish to be posted,
such as medical information, your or
anyone else’s Social Security number, or
confidential business information, such
as a manufacturing process. Please note
that if you include your name, contact
information, or other information that
identifies you in the body of your
comments, that information will be
posted on https://www.regulations.gov.

e If you want to submit a comment
with confidential information that you
do not wish to be made available to the
public, submit the comment as a
written/paper submission and in the
manner detailed (see ‘“Written/Paper
Submissions’ and “Instructions”).

Written/Paper Submissions

Submit written/paper submissions as
follows:

e Mail/Hand delivery/Courier (for
written/paper submissions): Dockets
Management Staff (HFA-305), Food and
Drug Administration, 5630 Fishers
Lane, Rm. 1061, Rockville, MD 20852.

¢ For written/paper comments
submitted to the Dockets Management
Staff, FDA will post your comment, as
well as any attachments, except for
information submitted, marked and
identified, as confidential, if submitted
as detailed in “Instructions.”

Instructions: All submissions received
must include the Docket No. FDA—
2018-N-2544 for “Use of Liquids and/
or Soft Foods as Vehicles for Drug
Administration: General Considerations
for Selection and In Vitro Methods for
Product Quality Assessments.”
Received comments will be placed in
the docket and, except for those
submitted as ‘“Confidential
Submissions,” publicly viewable at
https://www.regulations.gov or at the
Dockets Management Staff between 9
a.m. and 4 p.m., Monday through
Friday.
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